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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1 . 1 1 4, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 

1 1 /07/06 has been entered. 

Claim Rejections • 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1, 3-6, 64, 66-69, 70 and 72-75 are rejected under 35 U.S.C. 102(b) as 
being anticipated by US 5,980,539 to Kontos. 

(claims 1, 64 and 70) Kontos discloses a medical device comprising a body 1; a 
lumen 22 extending from a first lumen opening 24 formed in the body to a second lumen 
opening 12 formed in the body (Fig. 1 ); a first needle guide channel 10 extending from a 
first needle guide channel opening 12 formed in the body to a second needle guide 
channel formed in the body 17; and a needle 14 connected to a length of suture 20 and 
backloaded into the first needle guide channel (see Fig. 1), the suture being threaded 
through the lumen such that when a portion of the length of suture that is unsurrounded 
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and positioned outside of the body is pulled, the needle will be advanced out of the first 
needle guide channel; the medical device being configured such that the first needle 
guide channel opening and the second needle guide channel opening are capable of 
being directly exposed to a patient's tissue. It is also noted that the suture 20 can be 
rotated and pulled to the right of the device shown in Fig. 1 , which would in turn force 
the needle out of the channel in a leftward direction. 

(claims 3, 4, 66, 67 and 72) The proximal portion 5 having flange, as shown in 
Fig. 1, acts as a handle; wherein said flange is viewed as a connecting piece to said 
body. 

(claims 5, 68, 73 and 74) Kontos discloses that the tube portion 4 that comprises 
said flange 5 is flexible (col. 4, line 3), which makes the handle portion bendable. 

(claims 6, 69 and 75) The distal end of the body is tapered. 
4. Claims 31-41 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,997,555 to Kontos. 

(claim 31) Kontos discloses a medical device comprising a body 1; a lumen 30 
extending from a first lumen opening 31 formed in the body to a second lumen opening 
formed in the body (shown in Fig. 1); a first needle guide channel 32 extending from a 
first needle guide channel opening 33 formed in the body; and a needle 37 connected to 
a length of suture 41 and backloaded into the first needle guide channel (see Fig. 1), the 
suture being threaded through the lumen such that when a portion of the length of 
suture that is unsurrounded and positioned outside of the body is pulled in a first 
direction (Fig. 1, the suture can be pulled to the left), the needle will be advanced out of 
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the first needle guide channel in a second direction (Fig. 1, to the right); wherein the first 
direction would be positive longitudinal component and the second direction is a 
negative longitudinal component. 

(claim 32) Fig. 7 shows a needle guide channel that is arcuate shape in use. 

(claims 33 and 34) The proximal portion 20 includes a flange, as shown in Fig. 1, 
which acts as a handle; wherein said flange is viewed as a connecting piece to said 
body. 

(claim 35) Kontos discloses that the tube portion 16 that comprises said flange 5 
is flexible (col. 4, line 61), which makes the handle portion bendable. 
(claim 36) The distal end of the body is tapered. 

(claims 37-41) Fig. 25 of Kontos discloses an embodiment having a first and 
second guide channel, wherein the channels are arcuate, circumferentially spaced and 
equidistant from each other. It should also be noted that the pull cord 142 can be 
turned around and pulled downward, which would still be in an opposite direction to that 
of the needles. 

5. Claims 70-75 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
1,822,330 to Ainslie. 

(claim 70) Ainslie teaches a medical device comprising a body 14; a lumen 
extending from a first lumen opening formed in the body to a second lumen opening 
formed in the body (the lumen where flexible cable 10 is located), the lumen being 
substantially centered within the body; a first needle guide channel extending from a 
first needle guide channel opening formed in the body to a second needle guide 
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channel formed in the body; and a needle 12 connected to a length of suture 10 and 
backloaded into the first needle guide channel (the flexible cable is viewed as a suture 
since the general definition for a suture is "a strand or fiber used (or capable) to sew 
parts of the living body"; www.m-w.com), the suture being threaded through the lumen 
such that when the length of suture is pulled in a first direction, the needle will be 
advanced out of the first needle guide channel in a second direction; the medical device 
being configured such that the first needle guide channel opening and the second 
needle guide channel opening will be directly exposed to a patient's tissue (Fig. 5). 
Ainslie also teaches that when the suture 10 is pulled downward, the needle is 
advanced upward (from Fig. 12 to Fig. 13). 

(claim 71 ) The needle guide channel is arcuate shaped. 

(claims 72-74) The device further comprises a handle that is coupled to the body 
by a connector piece, wherein the connector piece is bendable (see Figure 11; needle 
casing 14 is attached to a flexible connector tube that is coupled to a handle). 

(claim 75) A portion of the body is tapered (see the distal portion of the needle 
casing 14). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 2, 65 and 71 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the Kontos ( ( 539) reference, as applied to the rejection to claim 
1 above, and in view of the other Kontos ('555) reference. 

The '539 reference discloses all the limitations of the claim except for the needle 
guide channel having an arcuate shape. However, the '555 reference shows an 
embodiment where the distal portion of the device is bent in use, and wherein a needle 
guide channel within the distal portion is arcuate (see Fig. 7). The distal portion is bent 
in order for the device to fit within the blood vessel. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the device of the '539 reference to include a distal portion having said needle guide 
channel in a bent/arcuate configuration because it would allow the device to better fit 
within the blood vessel. 

9. Claims 7, 10, 11, 76, 79, 80, 81 and 83-87 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Kontos ('539). 

(claims 7 and 76) Fig. 1 of Kontos discloses a single needle guide channel 
having a first needle guide channel opening and a second needle guide channel 
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opening. This embodiment is silent with regards to the device having an additional 
needle guide channel. However, Fig. 17 of Kontos discloses an embodiment that does 
include a first and second needle guide channels. The difference between the 
embodiments shown Fig. 1 and Fig. 17 lies in the fact that the embodiment shown in 
Fig. 17 fails to teach the first or the second needle guide channels having a second 
needle guide channel opening. A second needle guide channel opening is only shown 
in Fig. 1. However, Fig. 17 is merely a modification of another embodiment shown in 
Fig. 6, which like Fig. 1, only contains one needle guide channel. Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to modify the embodiment of Fig. 1 to include a second needle guide channel, since 
Kontos already discloses the usefulness of having a second needle guide channel in a 
modification to embodiment shown in Fig. 6 to form the embodiment shown in Fig. 17. 
One of ordinary skill in the art would be able to replicate this same modification to the 
embodiment shown in Fig. 1. 

(claims 10, 11, 79, 80) The modification to include a second needle guide 
channel would have the channels arranged side by side, with the second needle guide 
channel openings for both channels facing the lumen opening 24. This is viewed as 
being having "two" circumferentially positioned channels that are equidistant from each 
other (there is only one distance between two channels). 

(claim 81) See the rejection to claims 1 and 7 above. 

(claims 83 and 84) See the rejection to claims 3 and 4 above.. 

(claim 85) See the rejection to claim 5 above. 
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(claim 86) See the rejection to claim 6 above. 

(claim 87) The modification above teaches two needle guide channels but is 
silent with regards to addition of a third needle channel. However, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to add an 
additional third needle guide channel, since it has been held that mere duplication of the 
essential working parts of a device involves only routine skill in the art. In re Harza, 27 A 
F.2d, 669, 124 USPQ 378 (CCPA 1960). Moreover, this is the same type of 
modification to include a second needle guide channel to the an embodiment having 
only one needle guide channel. 

10. Claims 8, 9, 77, 78, 82, 88 and 89 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Kontos ('539), as applied to the rejection to claims 7, 76 
and 87 above, and in view of Kontos ('555). 

The '539 reference discloses all the limitations of the claims except for the needle 
guide channel having an arcuate shape. However, the '555 reference shows an 
embodiment where the distal portion of the device is bent in use, and wherein a needle 
guide channel within the distal portion is arcuate (see Fig. 7). The distal portion is bent 
in order for the device to fit within the blood vessel. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the device of the '539 reference to include a distal portion having said needle guide 
channel in a bent/arcuate configuration because it would allow the device to better fit 
within the blood vessel. 
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Allowable Subject Matter 

1 1 . The indicated allowability of claims 7-1 1 , 37-41 and 76-89 is withdrawn in view of 
the rejections to the Kontos ('539 and '555) reference above. 

12. Claims 90 and 91 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

1 3. The following is a statement of reasons for the indication of allowable subject 
matter: 

Claims 90 and 91 are allowable because neither of the Kontos reference disclose 
arranging three or more needle guide channel circumferentially around the body. 
Kontos discloses two needle guide channels that are side by side. Therefore, adding a 
third guide channel would follow the pattern and would therefore have three needle 
guide channels in a row, instead of circumferentially. 

Response to Arguments 

14. Applicant's arguments with respect to all the previously rejected claims have 
been considered but are moot in view of the new ground(s) of rejection. 

However, the previous rejections to claims 70-75 still remain because the 
applicant has not amended nor provided any arguments for said claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571) 272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571 ) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Darwin P. Ere. 
Examiner 
Art Unit 3731 
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